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(c) Conditional primary payments: Ex-
ceptions. HCFA does not make condi-
tional Medicare primary payments if—

(1) The LGHP denies the claim in
whole or in part for one of the fol-
lowing reasons:

(i) It is alleged that the LGHP is sec-
ondary to Medicare.

(ii) The LGHP limits its payments
when the individual is entitled to
Medicare.

(iii) The LGHP does not provide the
benefits to individuals who are entitled
to Medicare on the basis of disability
and covered under the plan by virtue of
current employment status but does
provide the benefits to other similarly
situated individuals enrolled in the
plan.

(iv) The LGHP takes into account en-
titlement to Medicare in any other
way.

(v) There was failure to file a proper
claim for any reason other than phys-
ical or mental incapacity of the bene-
ficiary.

(2) The LGHP, an employer or em-
ployee organization, or the beneficiary
fails to furnish information that is re-
quested by HCFA and that is necessary
to determine whether the LGHP is pri-
mary to Medicare.

(d) Limit on secondary payments. The
provisions of § 411.172(e) also apply to
services furnished to the disabled under
this subpart.

Subpart I—[Reserved]

Subpart J—Physician Ownership
of, and Referral of Patients or
Laboratory Specimens to, En-
tities Furnishing Clinical Lab-
oratory or Other Health Serv-
ices

SOURCE: 60 FR 41978, Aug. 14, 1995, unless
otherwise noted.

§ 411.350 Scope of subpart.
(a) This subpart implements section

1877 of the Act, which generally pro-
hibits a physician from making a refer-
ral under Medicare for clinical labora-
tory services to an entity with which
the physician or a member of the phy-
sician’s immediate family has a finan-
cial relationship.

(b) This subpart does not provide for
exceptions or immunity from civil or
criminal prosecution or other sanc-
tions applicable under any State laws
or under Federal law other than sec-
tion 1877 of the Act. For example, al-
though a particular arrangement in-
volving a physician’s financial rela-
tionship with an entity may not pro-
hibit the physician from making refer-
rals to the entity under this subpart,
the arrangement may nevertheless vio-
late another provision of the Act or
other laws administered by HHS, the
Federal Trade Commission, the Securi-
ties and Exchange Commission, the In-
ternal Revenue Service, or any other
Federal or State agency.

(c) This subpart requires, with some
exceptions, that certain entities fur-
nishing covered items or services under
Part A or Part B report information
concerning their ownership, invest-
ment, or compensation arrangements
in the form, manner, and at the times
specified by HCFA.

§ 411.351 Definitions.
As used in this subpart, unless the

context indicates otherwise:
Clinical laboratory services means the

biological, microbiological, serological,
chemical, immunohematological,
hematological, biophysical,
cytological, pathological, or other ex-
amination of materials derived from
the human body for the purpose of pro-
viding information for the diagnosis,
prevention, or treatment of any disease
or impairment of, or the assessment of
the health of, human beings. These ex-
aminations also include procedures to
determine, measure, or otherwise de-
scribe the presence or absence of var-
ious substances or organisms in the
body.

Compensation arrangement means any
arrangement involving any remunera-
tion, direct or indirect, between a phy-
sician (or a member of a physician’s
immediate family) and an entity.

Direct supervision means supervision
by a physician who is present in the of-
fice suite and immediately available to
provide assistance and direction
throughout the time services are being
performed.

Employee means any individual who,
under the usual common law rules that
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apply in determining the employer-em-
ployee relationship (as applied for pur-
poses of section 3121(d)(2) of the Inter-
nal Revenue Code of 1986), is considered
to be employed by, or an employee of,
an entity. (Application of these com-
mon law rules is discussed at 20 CFR
404.1007 and 26 CFR 31.3121(d)–1(c).)

Entity means a sole proprietorship,
trust, corporation, partnership, founda-
tion, not-for-profit corporation, or un-
incorporated association.

Fair market value means the value in
arm’s-length transactions, consistent
with the general market value. With
respect to rentals or leases, fair market
value means the value of rental prop-
erty for general commercial purposes
(not taking into account its intended
use). In the case of a lease of space,
this value may not be adjusted to re-
flect the additional value the prospec-
tive lessee or lessor would attribute to
the proximity or convenience to the
lessor when the lessor is a potential
source of patient referrals to the les-
see.

Financial relationship refers to a di-
rect or indirect relationship between a
physician (or a member of a physician’s
immediate family) and an entity in
which the physician or family member
has—

(1) An ownership or investment inter-
est that exists in the entity through
equity, debt, or other means and in-
cludes an interest in an entity that
holds an ownership or investment in-
terest in any entity providing labora-
tory services; or

(2) A compensation arrangement with
the entity.

Group practice means a group of two
or more physicians, legally organized
as a partnership, professional corpora-
tion, foundation, not-for-profit cor-
poration, faculty practice plan, or
similar association, that meets the fol-
lowing conditions:

(1) Each physician who is a member of
the group, as defined in this section,
furnishes substantially the full range
of patient care services that the physi-
cian routinely furnishes including med-
ical care, consultation, diagnosis, and
treatment through the joint use of
shared office space, facilities, equip-
ment, and personnel.

(2) Except as provided in paragraphs
(2)(i) and (2)(ii) of this definition, sub-
stantially all of the patient care serv-
ices of the physicians who are members
of the group (that is, at least 75 percent
of the total patient care services of the
group practice members) are furnished
through the group and billed in the
name of the group and the amounts re-
ceived are treated as receipts of the
group. ‘‘Patient care services’’ are
measured by the total patient care
time each member spends on these
services. For example, if a physician
practices 40 hours a week and spends 30
hours on patient care services for a
group practice, the physician has spent
75 percent of his or her time providing
countable patient care services.

(i) The ‘‘substantially all’’ test does
not apply to any group practice that is
located solely in an HPSA, as defined
in this section, and

(ii) For group practices located out-
side of an HPSA (as defined in this sec-
tion) any time spent by group practice
members providing services in an
HPSA should not be used to calculate
whether the group practice located
outside the HPSA has met the ‘‘sub-
stantially all’’ test, regardless of
whether the members’ time in the
HPSA is spent in a group practice, clin-
ic, or office setting.

(3) The practice expenses and income
are distributed in accordance with
methods previously determined.

In the case of faculty practice plans as-
sociated with a hospital, institution of
higher education, or medical school
that has an approved medical residency
training program in which faculty
practice plan physicians perform spe-
cialty and professional services, both
within and outside the faculty prac-
tice, as well as perform other tasks
such as research, this definition applies
only to those services that are fur-
nished within the faculty practice plan.

Hospital means any separate legally
organized operating entity plus any
subsidiary, related, or other entities
that perform services for the hospital’s
patients and for which the hospital
bills. A ‘‘hospital’’ does not include en-
tities that perform services for hospital
patients ‘‘under arrangements’’ with
the hospital.
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HPSA means, for purposes of this reg-
ulation, an area designated as a health
professional shortage area under sec-
tion 332(a)(1)(A) of the Public Health
Service Act for primary medical care
professionals (in accordance with the
criteria specified in 42 CFR part 5, ap-
pendix A, part I—Geographic Areas). In
addition, with respect to dental, men-
tal health, vision care, podiatric, and
pharmacy services, an HPSA means an
area designated as a health profes-
sional shortage area under section
332(a)(1)(A) of the Public Health Serv-
ice Act for dental professionals, mental
health professionals, vision care profes-
sionals, podiatric professionals, and
pharmacy professionals, respectively.

Immediate family member or member of
a physician’s immediate family means
husband or wife; natural or adoptive
parent, child, or sibling; stepparent,
stepchild, stepbrother, or stepsister; fa-
ther-in-law, mother-in-law, son-in-law,
daughter-in-law, brother-in-law, or sis-
ter-in-law; grandparent or grandchild;
and spouse of a grandparent or grand-
child.

Laboratory means an entity fur-
nishing biological, microbiological, se-
rological, chemical,
immunohematological, hematological,
biophysical, cytological, pathological,
or other examination of materials de-
rived from the human body for the pur-
pose of providing information for the
diagnosis, prevention, or treatment of
any disease or impairment of, or the
assessment of the health of, human
beings. These examinations also in-
clude procedures to determine, meas-
ure, or otherwise describe the presence
or absence of various substances or or-
ganisms in the body. Entities only col-
lecting or preparing specimens (or
both) or only serving as a mailing serv-
ice and not performing testing are not
considered laboratories.

Members of the group means physician
partners and full-time and part-time
physician contractors and employees
during the time they furnish services
to patients of the group practice that
are furnished through the group and
are billed in the name of the group.

Patient care services means any tasks
performed by a group practice member
that address the medical needs of spe-
cific patients, regardless of whether

they involve direct patient encounters.
They can include, for example, the
services of physicians who do not di-
rectly treat patients, time spent by a
physician consulting with other physi-
cians, or time spent reviewing labora-
tory tests.

Physician incentive plan means any
compensation arrangement between an
entity and a physician or physician
group that may directly or indirectly
have the effect of reducing or limiting
services furnished with respect to indi-
viduals enrolled with the entity.

Plan of care means the establishment
by a physician of a course of diagnosis
or treatment (or both) for a particular
patient, including the ordering of items
or services.

Referral—
(1) Means either of the following:
(i) Except as provided in paragraph

(2) of this definition, the request by a
physician for, or ordering of, any item
or service for which payment may be
made under Medicare Part B, including
a request for a consultation with an-
other physician and any test or proce-
dure ordered by or to be performed by
(or under the supervision of) that other
physician.

(ii) Except as provided in paragraph
(2) of this definition, a request by a
physician that includes the provision
of laboratory services or the establish-
ment of a plan of care by a physician
that includes the provision of labora-
tory services.

(2) Does not include a request by a
pathologist for clinical diagnostic lab-
oratory tests and pathological exam-
ination services if—

(i) The request is part of a consulta-
tion initiated by another physician;
and

(ii) The tests or services are fur-
nished by or under the supervision of
the pathologist.

Referring physician means a physician
(or group practice) who makes a refer-
ral as defined in this section.

Remuneration means any payment,
discount, forgiveness of debt, or other
benefit made directly or indirectly,
overtly or covertly, in cash or in kind,
except that the following are not con-
sidered remuneration:
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(1) The forgiveness of amounts owed
for inaccurate tests or procedures, mis-
takenly performed tests or procedures,
or the correction of minor billing er-
rors.

(2) The furnishing of items, devices,
or supplies that are used solely to col-
lect, transport, process, or store speci-
mens for the entity furnishing the
items, devices, or supplies or are used
solely to order or communicate the re-
sults of tests or procedures for the en-
tity.

(3) A payment made by an insurer or
a self-insured plan to a physician to
satisfy a claim, submitted on a fee-for-
service basis, for the furnishing of
health services by that physician to an
individual who is covered by a policy
with the insurer or by the self-insured
plan, if—

(i) The health services are not fur-
nished, and the payment is not made,
under a contract or other arrangement
between the insurer or the plan and the
physician;

(ii) The payment is made to the phy-
sician on behalf of the covered indi-
vidual and would otherwise be made di-
rectly to the individual; and

(iii) The amount of the payment is
set in advance, does not exceed fair
market value, and is not determined in
a manner that takes into account di-
rectly or indirectly the volume or
value of any referrals.

Transaction means an instance or
process of two or more persons doing
business. An isolated transaction is one
involving a single payment between
two or more persons. A transaction
that involves long-term or installment
payments is not considered an isolated
transaction.

§ 411.353 Prohibition on certain refer-
rals by physicians and limitations
on billing.

(a) Prohibition on referrals. Except as
provided in this subpart, a physician
who has a financial relationship with
an entity, or who has an immediate
family member who has a financial re-
lationship with the entity, may not
make a referral to that entity for the
furnishing of clinical laboratory serv-
ices for which payment otherwise may
be made under Medicare.

(b) Limitations on billing. An entity
that furnishes clinical laboratory serv-
ices under a referral that is prohibited
by paragraph (a) of this section may
not present or cause to be presented a
claim or bill to the Medicare program
or to any individual, third party payer,
or other entity for the clinical labora-
tory services performed under that re-
ferral.

(c) Denial of payment. No Medicare
payment may be made for a clinical
laboratory service that is furnished
under a prohibited referral.

(d) Refunds. An entity that collects
payment for a laboratory service that
was performed under a prohibited refer-
ral must refund all collected amounts
on a timely basis.

§ 411.355 General exceptions to refer-
ral prohibitions related to both
ownership/investment and com-
pensation.

The prohibition on referrals set forth
in § 411.353 does not apply to the fol-
lowing types of services:

(a) Physicians’ services, as defined in
§ 410.20(a), that are furnished personally
by (or under the personal supervision
of) another physician in the same
group practice as the referring physi-
cian.

(b) In-office ancillary services. Services
that meet the following conditions:

(1) They are furnished personally by
one of the following individuals:

(i) The referring physician.
(ii) A physician who is a member of

the same group practice as the refer-
ring physician.

(iii) Individuals who are directly su-
pervised by the referring physician or,
in the case of group practices, by an-
other physician in the same group
practice as the referring physician.

(2) They are furnished in one of the
following locations:

(i) A building in which the referring
physician (or another physician who is
a member of the same group practice)
furnishes physicians’ services unre-
lated to the furnishing of clinical lab-
oratory services.

(ii) A building that is used by the
group practice for the provision of
some or all of the group’s clinical lab-
oratory services.

(3) They are billed by one of the fol-
lowing:
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